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Listing of All Claims Including Current Amendments 

1 . (Previously presented) A method of formulating a topical insulin composition 
comprising: 

preparing a non-liposome multilamellar liquid crystal phosphatidylcholine non- 
polar carrier for topical administration; and mixing an insulin solution into said carrier to 
entrap said insulin within said carrier, wherein said insulin is stabilized at room tempera- 
ture. 

2. (Previously Presented) The method of claim 1 , wherein preparing said carrier 
comprises: 

combining a polyglycol having a molecular weight of 200 and polyglycol having 
a molecular weight of 400 to form a polyglycol mixture; 

shaving said phosphatidylcholine into said polyglycol mixture to form a phospha- 
tidylcholine solution; and 

mixing said phosphatidylcholine solution until said phosphatidylcholine solution is 

clear. 

3. (Original) The method of claim 2, wherein said phosphatidylcholine component is 
polyenylphosphatidylcholine-enriched phosphatidylcholine. 

4. (Previously Presented) The method of claim 2, wherein said phosphatidylcholine 
solution comprises 45% w/w phosphatidylcholine, 50% w/w polyglycol having a mole- 
cular weight of 200, and 5% w/w polyglycol having a molecular weight of 400. 

5. (Previously Presented) The method of claim 2, wherein preparing said carrier fur- 
ther comprises 



Serial No. 10/750,390 
Response to Official Action 
Page 3 

warming said phosphatidylcholine solution to 40°C and milling said warmed solu- 
tion; 

combining siloxylated polyether and polydimethylsiloxane to form a fluid; 
adding said fluid to said warmed solution carrier and milling until said solution is 

clear; 

adding methyl paraben to said solution and milling until said methyl paraben dis- 
solves in said solution; 

warming water to 40°C and adding said warmed water slowly to said solution; 

and 

ceasing milling of said solution and sweeping said solution to cool to room tem- 
perature. 

6. (Previously Presented) The method of claim 5, wherein said carrier comprises 
53.25% w/w phosphatidylcholine solution, 1 .00% w/w siloxylated polyether , 1 .00% w/w 
polydimethylsiloxane , 0.75% w/w methyl paraben, and 44.00% w/w water. 

7. Cancelled 

8. (Previously Presented) The method of claim 6, wherein said wherein said silox- 
ylated polyether is dimethyl, methyl(propylpolyethylene oxide propylene oxide, acetate) 
siloxane. 

9. Cancelled 

10. Cancelled 

1 1 . (Original) The method of claim 1 , wherein said insulin solution is human recom- 
binant insulin prepared in 0.01 N HCI. 
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12. (Original) The method of claim 1 1 , wherein said insulin is prepared in 0.01 N HCI 
at 50 mg/ml. 

1 3. (Original) The method of claim 1 , said insulin solution is mixed into said carrier at 
room temperature for at least one hour. 

14. (Original) The method of claim 1 , said insulin solution is mixed into said carrier to 
obtain said insulin composition having a concentration of 20 mg/ml. 

15 (Previously Presented) The method of claim 1, wherein preparing said carrier 
comprises: 

providing a polyglycol; 

shaving phosphatidylcholine into said polyglycol to form a phosphatidylcholine 
solution; and 

mixing said phosphatidylcholine solution until said phosphatidylcholine solution is 

clear. 

16. (Previously Presented) The method of claim 15, wherein preparing said carrier 
further comprises 

warming said phosphatidylcholine solution to 40°C and milling said warmed solu- 
tion; 

combining siloxylated polyether and polydimethylsiloxane to form a fluid; 
adding said fluid to said warmed solution carrier and milling until said solution is 

clear; 

adding methyl paraben to said solution and milling until said methyl paraben dis- 
solves in said solution; 

warming water to 40°C and adding said warmed water slowly to said solution; 

and 
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ceasing milling of said solution and sweeping said solution to cool to room tem- 
perature. 



